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CHAPTER 60 200.
REGULATIONS FOR THE APPROVAL OF INDEPENDENT
LABORATORIESTO ANALYZE BLOOD FOR ALCOHOL AND DRUGSIN
DRIVING UNDER THE INFLUENCE CASES

Part |. DEFINITIONS......ccooiiiieiieeeee VAC30-60-10 6 VAC 20-200-10
Part 11. REGULATIONS........coo i VAC30-60-30 6 VAC 20-200-30
Part 111. FEES. ... .o 1V AC30-60-180 6 VAC 20-200-190
PART I.
DEFINITIONS.

1 VAC30-60-10-6 VAC 20-200-10. Definitions.
1V AC30-60-20:6VAC 20-200-20. Substantial compliance.

1 VAC-30-60-10-6 VAC 20-200-10. Definitions.

The following words and terms, when used in this chapter, shall have the following
meanings unless the context clearly indicates otherwise:

Alcohol means ethyl alcohol, ethanol.

Alcohol determination means a quantitative assay of alcohol in blood in percent by
weight by volume, i.e., grams of alcohol per 100 milliLiters (g/100 mL) of blood.

Analysis for drugsin blood means the determination of the presence or absence of drugs
in blood, and, if present, their concentration.

"Analyst" means atoxicologist, chemist, forensic scientist, or technician who performs an
alcohol determ| nation or an analvsrsfor druqs in blood.

"Division” means the-Division-ef-Forensic-Seienee; the Department of General Criminal
Justice Services, Division of Forensic Science, which is responsible for approval of independent

laboratories.
Drug means drug or drug metabolite.
DUI means driving under the influence.
DUID means driving under the influence of drugs.
"First blood sample" means the blood sample sent to the division for analysis.
"Independent laboratory” means any nRengeverament non-division laboratory i-\rgiaia,
“List-of-apprevedaberateriest/Approved laboratory means atst-of an independent

laboratories Iaboratory approved by the dIVISIO to perform analvsesfor alcohol and drugs in
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successfully performed.

"On-site inspection” means evaluation of the an independent |aboratory facHities-and
proeedures by a division team visiting the laboratory premises.

"Proficiency sample" means a blood sample prepared er and/or provided by the division
or other third party provider acceptable to the division, such as, but not limited to, the College of

American Pathologists and the U.S. Department of Transportation, for proficiency evaluation
testing of independent |aboratories to perform alcohol determinations and/or guatitative-and
guantitative analyses for drugs in blood drug-anahyses.

"Second blood sample" means the blood sample sent for analysis to an #dependent
approved laboratory at the request of the accused.

VAC-30-60-20: 6VAC 20-200-20. Substantial compliance.

This chapter and the steps set forth herein relating to the handling, identification and
disposition of blood samples, the testing of such samples, and the completion and filing of any
form or record prescribed by these regulations are procedural in nature and not substantive.
Substantial compliance therewith shall be deemed sufficient.

PART II.
REGULATIONS.

ARTICLE 1. GENERAL ..o, VAC30-60-30 6 VAC 20-200-30
ARTICLE 2. PROCESS OF APPROVAL OF INDEPENDENT LABORATORIES....................

VAC30-60-80 6 VAC 20-200-80
ARTICLE 3. TECHNICAL REQUIREMENTS............... 1V AC30-60-140 6 VAC 20-200-150

ARTICLE 1.

GENERAL.

H/AC30-60-30- 6 VAC 20-200-30. Authority.
HAC30-60-40: 6 VAC 20-200-40. Expenses: Application fee.
H/AC-30-60-50- 6 VAC 20-200-50. Objective.
H/AC30-60-60- 6 VAC 20-200-60. Security.
HAC30-60-70- 6 VAC 20-200-70. Record.

VAC30-60-30- 6 VAC 20-200-30.Authority.
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thesedmgs{eeth%metabeﬁ%)—eemmedr Sectl on 18 2 268 6 of the Code of V| rginia

provides that the Division of Forensic Science shall approve independent |aboratories to perform
analyses of blood samples to determine the blood alcohol content and presence and
concentration of drugs in the blood of persons arrested for driving a motor vehicle while under
the influence of alcohol or drugs.

1V AC-30-60-40: 6 VAC 20-200-40.Expenses: Application fee.
Partial expenses for the proficiency testing, on-site inspection, and other components of
the approval preeesses process and on-going monitoring will be borne by an application fee

charged to the apply| ng mdependent Iaboratory A—fee%e—be&stabl-lshed—by—thedﬂﬁaenﬂfeeeaeh

1 VAC-30-60-50- 6 VAC 20-200-50 Objective.

The objective of this approval process is to establish evaluate each laboratory's ability to
consistently produce accurate results when analyzing blood for alcohol and drugs.
Documentation is one of the key element elements of this program. Each laboratory shall
effectively-show maintain objective evidence of its capabilities and substantiatets ongoing
performance. s Such internal record keeping shall be an integral part of its quality assurance
program. To assure that each laboratory is producing data-ef-guality accurate results, the division
has established a program of reviewing ng each laboratory's record keeping practices, as
well as its equipment-in-use, methods of anralyses analysis, personnel, laboratory techniques, and
overall quality eentrel assurance program at-the-time-of the-en-site-evaluation during the
approval process. As a continuing evaluation-of check on each laboratory's performance,
pertodic the results of the analyses of proficiency sampleswill be sentte evaluated, at |east
annually, for each approved laboratory. Approved laboratories may also be subject to
unannounced on-site inspections.

1V AC-30-60-60: 6 VAC 20-200-60. Security.

The laboratory shall be secure not only in the conventional sense of resisting breaking
and entering, but also in the sense of limiting access to areas where speetmens samples are being
processed and records are stored. Access to these secure areas shall be limited to specifically
authorized individuals whose authorization is documented. Visitors and maintenance and service
personnel shall be escorted at al times. Documentation of such individuals accessing these
areas, dates and the date, time, and purpose of each entry shall be maintained.

1V AC30-60-70- 6 VAC 20-200-70.Recor d.
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A written, signed and dated record of possession of each blood sample fer-drug
determination shall be maintained to document the chain of custody.

ARTICLE 2.

PROCESS OF APPROVAL OF INDEPENDENT LABORATORIES.

1V AC-30-60-86- 6 VAC 20-200-80. Evaluation Process of approval.
VAC-30-60-90:- 6 VAC 20-200-90. Requirements Maintaining approved status.
1V AC-30-60-100- 6 VAC 20-200-100. Downgrading to provisionally approved status.
1V AC30-60-110- 6 VAC 20-200-110. Bewngrade Downgrading to not approved
1VAC36-60-120. 6 VAC 20-200-120. Reinstatement.

1VAC36-60-130- 6 VAC 20-200-130. Netifieation Notifications.

6VAC 20-200-140. Publication.

1V AC-30-60-80: 6 VAC 20-200-80.Evaluatien Process of approval.
To uniformly handle laboratory-en-site-evaluation-and approval, the division will process
prospective |aboratories fer-approval in the following sequence:
A. Reguest Application for approval.
1. The director of alaboratory wishing to be approved to analyze blood for
alcohol and drugs shall submit arequest in writing to the division.
2. An application packet consisti ng of themstruetlens an appllcatl onform, a
copy of these regulations, and-any -
and a copy of the |aboratory survey form ueed by mspectron teams will then be

forwarded by the dlvrsro to the requestl ng Iaboratory

3 The Iaboratory shall return the compl eted appllcatron form with the documents
specified on that form and the application fee, to the division.

Thedivis m"; I o les
4. Thedivision will review the information provided. If the review of the
application materials indicates the [aboratory does not have the capability to
analyze blood for alcohol and drugs, the division will so inform the |aboratory,

explain the reason(s) for itsdecision, and return the appllcatlon fee.

B. Proficiency testing.
1.Thedivision will provide appropriate proficiency samples to the laboratory.
2. Thelaboratory shall analyze the samples using the procedures to be used on
case samples and report the results to the division.
3. Thedivision will assess the reported test results.
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a. For alcohol determinations, each result must be within either + 10%, or
0.010 % by weight by volume, of the target concentration, whichever is greater.

b. For analyses of drugsin blood, each result must be within +30% of the
target concentration to be acceptable.

c. If the results for a sample set are unacceptable, a second set of samples
will be issued after the laboratory identifies and corrects the deficiencies which
resulted in unsuccessful performance on the first set, and provides documentation
of successful corrective action to the division. The |aboratory shall analyze the
second set of samples and report results as for the first set. If the results for the
second set are also unacceptable, the laboratory will be deemed not approved. The
|aboratory will be informed of such a determination in writing and may reapply
for approval after six months.

d. If the results are acceptable, the division will inform the |aboratory of
its successful performance and may then schedule an on-site inspection.

B C. On-site evaluatien inspection protocol.
1. The division will notify an-thdependent the laboratory of apending the on-site
evaluation inspection date in writing. atteast-three weeks in-advance-of-the
Hatended-visit; the The notification may include pretiminary arequest for further

information sheets to be eempleted-and-+eturned supplied to the division before
theen—siéeevalﬂanen inspec ection occurs. Iheﬁrel+m|-napy—sheet54AH-H—|-nelﬂdeﬂame

2. a. On arrival at the laboratory, the inspection team will conduct an

opening meeting with appropriate laboratory staff at which the team will
describe the inspection process and answer any questions the |aboratory
may have about the inspection or the overall approval process.

b. During the inspection, the team will evaluate the laboratory’s
procedures, personnel, equipment and documentation for compliance with
these regulations. This will include a determination of the existence and
effectiveness of procedures for administration/supervision, personnel
qgualification, training, and ongoing assessment, security, internal chain of
custody, and the laboratory's overall quality assurance program. The team
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will use aforensic laboratory survey form as aworking guide for, and
record of, the inspection.
c. The team will review the results of the evaluation at the end of the
inspection with appropriate |laboratory staff. The review will include
observed deviations from these regulations, discussions of and
recommendations for corrective actions, as necessary and appropriate, and
adiscussion of how the division may aid the |aboratory in its attempt to be
approved.
€ D. Approval status.
The approval inspection team will prepare afermal-narrativereport-and-action
memorandum-for-the-approval-autherity and provide an inspection report to the

division Director. This report will eentair-aH-nfermationpertirentto summarize
the findings of the evaluation inspection and alse recommend the |aboratory be

placed in one of the following actions categories.

1. An approved laboratory is alaboratory that meetsthe-minmum-requirements
as-determined-by-the evaluation-team-using has demonstrated its analytical

capabilities by successful analyses of proficiency samples and isin compliance
with the criterialisted on the survey form theseregudtations. The approval shall be

effective for three years (in the absence of any deficiencies-deseribed reasons
gemﬂed in HAG%Q—GG—;I&O 6 VAC 20-200—100 or 6 VAC 20-200 110)

2. A provisionally approved laboratory is alaboratory that has demonstrated its
analytical capabilities by successful analyses of proficiency samples but isnot in
compliance with the criteria listed on the survey form because of minor deviations
which do not affect its analytical capabilities. A laboratory will be given agrace
period of up to six months to correct such deviations. Laboratories placed in this
category shall be reinspected unless they can demonstrate to the division, with
appropriate corrective action documentation, that the deviations have been
corrected. A |aboratory deemed provisionally approved may analyze samples
whlle it retains that status.




Page 7 of 17

3. A not approved laboratory is alaboratory that reported acceptable results from
analyses of proficiency samples but is discovered, on inspection, not to bein
compliance with the criteria listed on the survey form because of major deviations
or deficiencies which may or do impair its capability to consistently produce
accurate results and/or are deemed by the inspection team not to be correctablein
asix month period. Laboratories placed in this category may correct the
deviations or deficiencies noted and then begin the approval process again,
including application fees.

Thedivision Director will review the inspection team’'s summary and
recommendation, and any other materials he deems relevant, decide the
laboratory’s status, and issue a formal |etter to the laboratory notifying it of his
decision.

appeal:
4. Appeals. If alaboratory is deemed provisionally approved or not approved, the

laboratory may appeal such status by requesting, in writing to the division
Director, a meeting with the division. The |etter must be received by the division
within 30 days of the division Director’ s issuance of the Anotification of status[]
|etter to the |aboratory. The laboratory may present information at the meeting to
show that it had been placed in an inappropriate category. The division will
consider all information gathered during the approval process and presented in the
meeting when making its decision in response to the appeal. The division may
maintain or alter the laboratory’ s status, and/or order arepetition of any or all
steps of the approval process. The division Director shall inform the laboratory of
his decision in writing, but in no event shall failure of the Director to inform the
laboratory of its decision be deemed to grant the [aboratory's appeal.
5. Changein status. A laboratory which was originally placed in the provisionally
approved category and:
a. s determined to be in compliance with the criteria listed on the survey
form upon reinspection or demonstrates appropriate corrective action for
identified deviations to the division before expiration of its grace period
will subsequently be deemed approved.
b. Is determined not to be in compliance with the criterialisted on the
survey form upon reinspection or fails to demonstrate appropriate
corrective action for identified deviations to the division before expiration
of its grace period will subseqguently be deemed not approved.
The division Director shall inform such |aboratories of the changein
status in writing.
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VAC-30-60-90: 6VAC 20-200-90. Reguirements M aintaining approved status.

A laboratory wishing to maintain appreval-shal-continue-to-meet-the requirementsHsted
H-these regulations approved status must remain in compliance with the criterialisted on the

survey form as well as pass-annual-perfermance evaluation-studies generate acceptable results on
proficiency tests. Proficiency samples may be provided by the division asin 6 VAC 20-200-80,
subdivision B. Alternatively, the division may request the laboratory supply its results on other
proficiency tests and assess those results against the acceptance criteria for those tests. In
addition, these taberateries the |aboratory shall be subject to periedie unannounced on-site visits

inspections by the-appreval a division team.

1 VAC-30-60-100. 6 VAC 20-200-100. Downgrading to provisionally approved status.
An-approved A laboratory will be downgraded to a provisionally approved status for any

1. Failure to generate acceptable results on two proficiency test samplesin asingle set, or

on one sample in each of two consecutive sets. A |aboratory downgraded for this reason may
request quality control samples and technical assistance from the division in its attempt to
identify and correct the deficiencies which resulted in unacceptabl e performance.

2. The determination, as the result of an unannounced on-site inspection or other
information source, that the laboratory should be placed in the provisionally approved category
as defined in 6 VAC 20-200-80, subdivision D 2. A laboratory downgraded for this reason will
be subsequently processed in the same manner asiif it had been placed in the provisionally
approved category during its first passage through the approval process.

A laboratory downgraded to provisionally approved status may continue to analyze
samples while it retains that status.




Page 9 of 17

VAC-30-60-110. 6 VAC 20-200-110. BPewngrade Downgrading to not approved
classifieation status.

A laboratory will be downgraded Al .
not approved eless#eaﬁen status for any of the f0||0WI ng reasons:

1. Use of unacceptable methods of analysis.

2.Failure to generate acceptable results on more than two proficiency test samplesin a
single set, or on two samples in each of two consecutive sets.

3. Submitting a sample to another |aboratory for analysis and reporting the resultant data
asitsown.

4. Failure to demonstrate appropriate corrective action for identified deviations before
expiration of its grace period.

5. Permitting persons other than qualified laboratory personnel to perform analyses and
report results.

6. Failure to maintain security and custody of samples.

7. Falsifying data or using other deceptive practices.

8. The determination, as the result of an unannounced on-site inspection or other

information source, that the laboratory should be placed in the not approved category as

defined in 6 VAC 20-200-80, subdivision D 3, for areason other than those specified

above.

A laboratory downgraded to not approved status may correct the deviations or
deficiencies noted and then begin the approval process again, including application fees.

1—\%4@%9—69——}29- 6 VAC 20 200-120 Reinstatement.

Reinstatement to approved status will occur when and if alaboratory which has been

downgraded to provisionally approved status can demonstrate to the division's satisfaction that
the deviations which resulted in the downgrade have been corrected. This may require an on-site
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inspection, analyses of proficiency samples, provision of laboratory records to the division, or
any other measure the division deems appropriate.

IVAC30-60-130: 6 VAC 20- 200-130 Netmeaﬂen Notlflcatlons

1. A Laboratory which is downgraded will be notified by the division Director in writing
of its change in status and the reason(s) for the change. Such alaboratory which is subsequently
reinstated will similarly be informed of that change in writing.

2. An approved laboratory will be reminded in writing by the division of the expiration
date of its approved status period approximately three months prior to that date, and an on-site
inspection will be scheduled, if necessary. The continuing on-site inspections will be performed
in essentially the same as the initial inspection but with an emphasis on previously identified and
reported deviations and deficiencies and their corrections. NOTE: It is the |aboratory=s
responsibility to formally apply for renewal of approval, including submission of the application
fee, before the expiration of its approved status.

6VAC 20-200-140. Publication

Thedivision will periodically publish alist of approved |aboratoriesin The Virginia
Register of Regulations. Such list will be published forthwith after any addition or deletion of an
approved laboratory to or from thelist. The division will also publish the list on its web site,
where it will be updated as soon as possible after the publication of an edited list. The division
may also provide copies of thelist to law enforcement agenciesin Virginia. A driver charged
with DUI or DUID may select an approved laboratory on thislist to perform an analysis of the
second blood sample.

ARTICLE 3.
TECHNICAL REQUIREMENTS

1\VAC-30-60-140. 6 VAC 20-200-150. Quality Centrel assurance.
1V AC-30-60-150: 6 VAC 20-200-160. ldentification Analytical and reporting procedures.
6 VAC 20-200-170. Performance and reporting of alcohol
determinations.
1IVAC-30-60-160: 6 VAC 20-200-180. Confirmation Performance and reporting of

analyses for drugs.

1 VAC-30-60-140. 6 VAC 20-200-150. Quiality eentrel assurance.

A written description (quality assurance plan) of alaboratory's quality eentrel assurance
program shall be available; this plan and program shall emphasize:

1. The use of approved subsampling, preparatory and analytical procedures.
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2. Adequate training of laboratory personnel.

3. a. Galibratien Instrument calibration procedures, iatervals; frequencies, and
standardizationsto checks which ensure control of the analytical system.
b. Calibrations performed using a sufficient number of standards to establish
instrument linearity across the analytical range.
c. Calibration and calibration check data maintained in a manner which allows its
correlation with the results of associated alcohol determinations and/or analyses

for drugsin blood.

4, a A current manual of procedures readily avallableto the Workl ng anayst.
b. A manual containing detailed descriptions of all procedures used for alcohol
determinations and analyses for drugsin blood.
c. Descriptions of how the procedures shall be performed, not how they should be

performed.

source, punty, dateef recei pt preparat|on qual |tv assurance checks and seeum%meaeu#&sier

secure storage of standards.

9 6. Maintenance and repair |ogs er-apprepriate for instruments and equi pment.

10 7. A system of record keeping for the handHng;-sterage; |ogging, numbering, storage,
handling and reperting disposition of samples.

41 8. A record of occurrences of situations which could affeet negatively impact

analytical results, and the an associated corrective aetions action system which documents

actions taken to identify and resolve the cauise of the problem, asweII asthe correctlon of the
problem by the actions taken A

1 VAC-30-60-150. 6VAC 20-200-160. }dentification Analytical and reporting
Qrocedur&s

|aboratory shall test the sample and report results in the same manner and i n accordance with

procedures established for the sample sent to the division. Reports must be machine printed, i.e.,
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hand written reports are not acceptable. |If the laboratory is unsure as to how to process agiven

sample the Iaboratorv should contact the d|V|S|on for clarlflcatlon by—theappreved—laberatepy

6 VAC 20-200-170. Performance and reporting of alcohol deter minations

All alcohol determinations shall be performed in duplicate with appropriate controls.
Control results must be within [015% of the known concentration. Duplicate results must be
within [0 5%, or 0.005 % by weight by volume, of their mean, whichever is greater. For
reporting purposes, duplicate results shall be averaged and the average truncated to two decimal
places (e.q., 0.07 % by weight by volume). The analytical technique required for quantitative
results for alcohol analyses shall be gas chromatography. Results should be reported within four
weeks of receipt of samples.

Records of determinations shall be confidential and shall be kept by the laboratory for a
minimum of three years. The records shall include sample tracking and preparation information,
raw analytical data, calculations and all associated quality control data. A copy of each
laboratory report with the certificate of withdrawal shall also be kept on file.

1V AC-30-60-160. 6 VAC 20-200-180. Confirmation Performance and reporting of
analysesfor drugs

Analyses for drugs in blood shall consist of screening followed by identification and
quantitation of any drugs indicated by the screening. Screening may be performed by
immunoassay or similar technique comparable to that performed by the division. The ene
general recommended analytical technique reguired for eenfirmation identification of drugs er
metabelites is gas chromatography/mass spectrometry. Selected Both full scan and selected ion
monitoring (SIM) modes are acceptable; SIM analyses must include a minimum of three er-mere

ions and their relative ratios is-alse-permitted-for-confirmation for each drug. Other

identification technigues may be used if they are at least as sensitive and specific as gas
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metabehieequanmanen Ouantltatlon may be performed using an acceptable |dent|f|cat|on
technique, gas chromatography, liquid chromatography, or any other technique comparable to
those performed by the division. For reporting purposes, drugs found to be present above the
specified guantitation limit shall be reported in the units as listed on the Fee Schedule. Drug
classes found to be below the specified limits shall be reported as ANot Detected[ 1 Results
should be reported within four weeks of receipt of samples. Records of analyses shall be
confidential and shall be kept by the laboratory for a minimum of three years. The records shall
include sample tracking and preparation information, raw analytical data, calculations and all
associated quality control data. A copy of each laboratory report shall be kept on file.
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PART I1I.

FEES.

1V AC30-60-180. 6VAC 20-200-190. Fees.

1 VAC-30-60-180- 6VAC 20-200-190. Fees.
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eletermme%hepr&eeneeef—&dmgepdmgs—"mrwant to E1L8 2- 268 8 of the Code of V| rginia, the d|V|S|on
will periodically publish the Fee Schedulein The Virginia Register of Regulations. Such schedule will
include fees allowed for specific drugs to be determined, the screening detection limit, the reporting limit
for quantitation, as well as directions for the general analytical scheme, and will be published forthwith
after any addition, deletion, or change is made. The division will also publish the schedule on its web site,
where it will be updated as soon as possible after the publication of an edited schedule.




